Many students and teachers under the campuses and hospitals of the Institute of Medicine, Tribhuvan University and other colleges affiliated to different universities are unaware about the Ethical considerations of their research and publications. They feel burden on the issues of Institutional Review Board/committees as to they should submit and meet all the requirements adopted by the concern IRB/Cs. But, without ethical considerations, no any researches are recognized by any institutions. Ethical consideration means recognizing the Human Rights in Health sector where Human are the subject for study.
Nepal Health Research Council, a governing National autonomous body on health related researches has contributed significantly promoting ERB and IRC/IRBs in the country. NHRC has a very comprehensive and concise publication on "National Ethical In some communities, women must ask for permission from their husbands 2.
In some communities, community permission is required 3.
The universal nature of guidelines is challenged by specific requirements in local context and in specific researches 4.
However, standards in the form of guidelines contribute to having an ethical framework in the conduct of research (especially across countries) The Role of Ethics Committees in Health Research Health Research as a Social Activity 1.
Research involves human beings • Sponsors/researchers vis-à-vis research subjects • Industry vis-à-vis regulatory officials • Research stakeholders vis-à-vis general public 2.
Ethics -principles of conduct governing human relationships 3.
Need for guidelines/regulations for mutual benefit 4.
Need for multi-stakeholder perspective 5.
Principle of check and balance Ethical Concerns • 'The booming clinical trial industry is raising concerns because of: The research protocol must be submitted for consideration, comment, guidance and approval to a research ethics committee before the study begins.
2.
This committee must be independent of the researcher, the sponsor and any other undue influence. 3.
It must take into consideration the laws and regulations of the country or countries in which the research is to be performed as well as applicable international norms and standards but these must not be allowed to reduce or eliminate any of the protections for research subjects set forth in this Declaration 4.
The committee must have the right to monitor ongoing studies.
5.
The researcher must provide monitoring information to the committee, especially information about any serious adverse events. 6.
No change to the protocol may be made without consideration and approval by the committee.
Good Clinical Practice (GCP)
An international ethical and scientific quality standard for designing, conducting, recording, and reporting trials those involve the participation of human subjects and for public assurance that the rights, safety, and well-being of trial subjects are protected.
